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DETAILED ACTION 
Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 
121: 

I. Claims 1 -1 2, drawn to a catheter. 

II. Claims 13-14, drawn to a method of measuring differential 
pressure, 

III. Claims 15-22, drawn to a method of manufacturing a catheter. 
The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and II are related as product and process of use. The 
inventions can be shown to be distinct if either or both of the following can be 
shown: (1 ) the process for using the product as claimed can be practiced with 
another materially different product or (2) the product as claimed can be used in 
a materially different process of using that product. See MPEP § 806.05(h). In 
the instant case invention I may be used for a different process, such as for 
delivering a drug to a patient. 

3. Inventions I and III are related as process of making and product made. 
The inventions are distinct if either or both of the following can be shown: (1 ) that 
the process as claimed can be used to make another and materially different 
product or (2) that the product as claimed can be made by another and materially 
different process (MPEP § 806.05(f)). In the instant case invention I may be 
formed by putting a first single lumen portion through a larger single lumen to 
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form a double lumen portion, rather than by connecting a single lumen to a 
double lumen, as specified in invention III. 

4. Inventions II and III are directed to related processes. The related 
inventions are distinct if the inventions as claimed do not overlap in scope, i.e., 
are mutually exclusive; the inventions as claimed are not obvious variants; and 
the inventions as claimed are either not capable of use together or can have a 
materially different design, mode of operation, function, or effect. See MPEP § 
806.05(j). In the instant case, the inventions are not obvious variants, as the 
method of invention II may be performed by a device substantially different than 
one formed by the method of invention III. 

5. Because these inventions are independent or distinct for the reasons 
given above and the inventions require a different field of search (see MPEP § 
808.02), restriction for examination purposes as indicated is proper. 

6. Because these inventions are independent or distinct for the reasons 
given above and have acquired a separate status in the art because of their 
recognized divergent subject matter, restriction for examination purposes as 
indicated is proper. 

7. During a telephone conversation with Paul Onderick on 5 May 2006 a 
provisional election was made with traverse to prosecute invention I, claims 1-12. 
Affirmation of this election must be made by applicant in replying to this Office 
action. Claims 13-22 are withdrawn from further consideration by the examiner, 
37 CFR 1.142(b), as being drawn to a non-elected invention. 
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Claim Rejections • 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

The factual inquiries set forth in Graham v. Jofin Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill In the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claim 1 , 2. 6, 8-12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Martin'380 (US Patent 5480380) in view of Ladika'840 (US 
Patent 4747840). 

Regarding Claim 1 , Martin'380 discloses a catheter comprising a manifold 
portion (element 24) comprising a first connector and a second connector 
(elements 36 and 38) (see Figure 1); a coaxial dual lumen portion (element 22) 
comprising an inner lumen wall in communication with one connector and an 
outer lumen wall In communication with the other connector (see Figure 8), 
where the distal end of the outer lumen wall contains a plurality of perforations 
(elements 48); and a single lumen portion with a generally straight portion (Figure 
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1) in fluid communication with the inner lumen portion (see Figure 6), where the 
lumen wall contains at least one side hole (element 50). Martin'380 does not 
disclose the single lumen portion comprising a pigtail portion distal to a straight 
portion of the single lumen. 

Ladika'840 teaches a catheter comprising a single lumen portion with a 
straight section (element 26) and a pigtail portion (element 18) distal to the 
straight portion (see Figure 1), in order to prevent the catheter from puncturing 
the patient's tissues (column 1 . lines 60-66). 

It would have been obvious to one of ordinary skill In the art to have 
formed the catheter of Martin'380 and added the distal pigtail section of 
Ladika'840, in order to prevent the catheter from puncturing the patient's tissue. 

Regarding Claim 2, Martin'380 further discloses the presence of a tapering 
portion (element 66) between the dual and single lumen sections of the device 
(see Figure 6). 

Regarding Claim 6, Martin'380 discloses all the elements of the current 
invention, as applied to Claim 1 above, except for the inner lumen side holes 
being distributed in a spiral pattern over about 2 centimeters. 

Ladika'840 further teaches that the single lumen portion comprises side 
holes that are distributed in a spiral array, in order to evenly distribute fluids. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the catheter of Martin'380 in view of 
Ladika'840, and distributed the inner lumen side holes in a spiral array, as taught 
by Ladkika'840, in order to evenly distribute fluids. 
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Regarding Claim 8, Martin'380 in view of Ladika'840 discloses all the 
elements of the current invention, as applied to Claim 1 above, except for the 
single lumen portion further comprising a second straight portion joined to the 
first straight portion by a bend. 

Ladika'840 further teaches that the single lumen portion of the catheter 
comprises a second straight portion (element 28) joined to the first straight 
portion (element 26) by a bend (element 22) (see Figure 1 ), in order to allow 
easier maneuvering inside a patient. 

It would have been obvious to one of ordinary skill In the art at the time the 
invention was made to have made the catheter of Martin'380 in view of 
Ladika'840. and added the second straight portion to the single lumen section, as 
taught by Ladika'840, in order to allow easier maneuvering inside a patient. 

Regarding Claim 9, Martin'380 in view of Ladika'840 discloses all the 
elements of the current invention, as applied to Claim 8 above, except for the 
angle between the first and second straight portions of the inner lumen being 
between about 130 and about 160 degrees. 

Ladika'840 further teaches that the bend (element 22) between straight 
portions (elements 28 and 30) is between about 130 and about 160 degrees 
(column 5, lines 4-7), in order to properly maneuver within a patient's heart. 

It would have been obvious to one of ordinary skill In the art at the time the 
invention was made to have made the catheter of Martin'480 in view of 
Ladika'840, and formed the bend between straight portions of the inner lumen to 
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be between about 130 and about 160 degrees, as taught by Ladika'840, in order 
to properly maneuver within a patient's heart. 

Regarding Claim 10, Martin'380 in view of Ladika'840 discloses all the 
elements of the current invention, as applied to Claim 9 above, except for the 
angle of the bend being about 145 degrees. 

Ladika'840 further teaches that the angle of the bend is about 145 
degrees (column 5, lines 4-7), in order to properly maneuver within a patient's 
heart. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the catheter of Martin'480 in view of 
Ladika'840, and formed the bend between straight portions of the inner lumen to 
be about 145 degrees, as taught by Ladika'840, in order to properly maneuver 
within a patient's heart. 

Regarding Claims 11 and 12, MPEP section 2113 states: 

"[E]ven though product-by-process claims are limited by and 
defined by the process, determination of patentability is based on 
the product itself. The patentability of a product does not depend on 
its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the 
claim is unpatentable even though the prior product was made by a 
different process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 
964, 966 (Fed. Cir. 1985) 

Claims 11 and 12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Martin'380 in view of Ladika'840. Since the end result product 
meets the recited structure, the manner of making is not limiting. 
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10. Claims 3-5 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Martin'380 in view of Ladika'840 as applied to claims 1 , 2, 6, 8, 9-12 above, 
and further in view of Miller'640 (US Patent 5683640). 

Regarding Claim 3, Martin'380 in view of Ladika'840 discloses all the 
elements of the current invention, as applied to Claim 1 above, except for the 
dual lumen portion having a diameter of greater than 6 French and the single 
lumen portion having a diameter less than or equal to 6 French. 

Miller'640 discloses a dual-lumen catheter comprising a dual lumen 
portion with a diameter of greater than 6 French and a single lumen portion with 
a diameter of less than or equal to 6 French (column 4, lines 3-8), so that the 
device will properly fit within the vessels of a patient. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the catheter of Martin'380 in view of 
Ladika'840 with the dimensions of Miller'640, so that the device will properly fit 
within the vessels of a patient. 

Regarding Claim 4, Martin'380 in view of Ladika'840 discloses all the 
elements of the current invention, as applied to Claim 3 above, except for the 
dual lumen portion having a diameter of between about seven French and about 
8 French. 

Miller'640 further discloses that the dual lumen portion of the catheter has 
a diameter between about 7 and about 8 French (column 4, lines 3-5), so that the 
device properly fits within a patient's vessels. 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the catheter of Martin'380 in view of 
Ladika'840 with the dual lumen portion dimensions of Miller'640, so that the 
device properly fits within a patient's vessels. 

Regarding Claim 5, Martin'380 in view of Ladika'840 discloses all the 
elements of the current invention, as applied to Claim 3 above, except for the 
single lumen portion having a diameter of about 5 French. 

Miller'640 further discloses that the single-lumen portion of the catheter 
has a diameter of about 5 French (column 4, lines 6-7), so that it may easily 
maneuver within a patient's vessels. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the catheter of Martin'380 in view of 
Ladika'840 with the single lumen portion dimensions of Miller'640, so that the 
device may easily maneuver within a patient's vessels. 
1 1 . Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Martin'380 in view of Ladika'840 as applied to claims 1 , 2, 6, 8, 9-12. above, and 
further in view of Duffy'332 (US Patent 6048332). 

Martin'380 in view of Ladika'840 discloses all the elements of the cun-ent 
invention, as applied to Claim 1 above, except for the outer lumen side holes 
being distributed spirally over about 4 centimeters of the lumen. 

Duffy'332 teaches a catheter comprising an outer lumen (element 20) with 
spirally distributed holes (element 32) (see Figures 4 and 5b), wherein the length 
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of the portion with the holes is about 4 centimeters (column 8, lines 42-45), in 
order to properly interact with the patient's fluids. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the catheter of Martin'380 in view of 
Ladika'840 with the spirally distributed holes of Duffy'322, in order for the device 
to properly interact with the patient's fluids. 

Conclusion 

12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

US Patent 5346471 to Raulerson, which discloses a dual lumen catheter. 
US Patent 5976103 to Martin, which discloses a dual lumen coaxial catheter. 
US Patent 5961485 to Martin, which discloses a dual lumen coaxial catheter. 

1 3. Any inquiry conceming this communication or earlier communications from 
the examiner should be directed to Karen E. Toth whose telephone number is 
571-272-6824. The examiner can normally be reached on Monday through 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Charles Marmor, II can be reached on 571-272-4730. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 
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